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Status 

1 )KI Responsive to communication(s) filed on 28 August 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 1,3-13, 15-25,27-41 and 43-56 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) ^ Claim(s) 13 and 41 is/are allowed. 

6) |EI Claim(s) 4,17,27 and 44 is/are rejected. 

7) EI Claim(s) 1.3-12. 15-25.27-40 and 43-56 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 8/28/08 
has been entered. 

2. Claims 1, 3-13, 15-25, 27-41, 43-56 are currently pending and are addressed 
herein. 

Claim Rejections - 35 USC § 112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 4, 17, 27, 44 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

5 . The instant claims are drawn to an expression vector that encodes a DNA 
sequence encoding a messenger RNA sequence. One of ordinary skill in the art would 
recognize the term "expression vector" as meaning a DNA vector which comprises DNA 
sequences that encode mRNA sequences. It is noted that claims 4 and 27 explicitly 
encompass administering a DNA sequence by administering an expression vector that 
encodes the DNA sequence, while claims 17 and 44 explicitly encompass administering 
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an mRNA by administering an expression vector encoding a DNA sequence encoding the 
mRNA. Furthermore, the only expression vector described in the specification is the BK, 
which appears to be an expression vector comprising DNA sequence which encodes 
mRNA sequence (e.g., see Figure 1; Example 1; etc.) Therefore, in this case, it would 
not be clear to one of ordinary skill in the art how an "expression vector" could encode a 
DNA sequence that further encodes a mRNA sequence as the term "encode" would be 
understood to mean a sequence that is derived from the vector sequence such as by 
transcription or translation. Therefore, the claims, as written are indefinite because it is 
unclear how the DNA sequence could be encoded by the expression vector. It is noted 
that amending the claims such that they read on an expression vector that comprises a 
DNA sequence which encodes a messenger RNA would obviate this rejection. 
Alternatively, amending the claims such that they read on an expression vector that 
encodes the messenger RNA would be another alternative that would obviate the 
rejection. 



Claim Objections 

6. Claims 1, 5-9, 11, 12 are objected to under 37 CFR 1 .75 as being a substantial 
duplicate of claims 16-24. Claims 27-34, 36-40 are objected to under 37 CFR 1.75 as 
being a substantial duplicate of claims 43-56. When two claims in an application are 
duplicates or else are so close in content that they both cover the same thing, despite a 
slight difference in wording, it is proper after allowing one claim to object to the other as 
being a substantial duplicate of the allowed claim. See MPEP § 706.03(k). 
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7. In the instant case claim 1 is drawn to a method comprising administering a DNA 
sequence to a cell wherein the DNA sequence encodes a functional mRNA sequence, 
while claims 16 is drawn to a method of administering a functional mRNA sequence to a 
cell by administering an expression vector which produces the functional mRNA 
sequence. Claim 17 indicates that the expression vector encodes a DNA sequence which 
encodes the mRNA. Therefore, claims 1,16 and 17 are substantially duplicate claims. 
Claims 5-9, 11,12 depend from claim 1 and mirror claims 18-24 which depend from 
claim 17. Similarly, claim 27 is drawn to a method of treatment comprising 
administering a DNA sequence to a mammal wherein the DNA sequence encodes a 
functional mRNA sequence, while claim 43 is drawn to a method of administering a 
functional mRNA sequence to a mammal by administering an expression vector which 
produces a functional mRNA sequence. Claim 44 indicates that the expression vector 
encodes a DNA sequence that encodes the mRNA. Therefore, claims 27, 43 and 44 are 
substantially duplicate claims. Claims 28-34, 36-40 depend from claim 27 and mirror 
claims 45-56 which depend from claim 44. Furthermore, any claim which depends on an 
objected claim is also objectionable. Accordingly, claims 3, 4, 10, 35 are objected to for 
depending on objectionable claims. 



Response to Arguments 

8. Applicant's arguments, filed 8/28/08, have been fully considered and are 
persuasive, in view of the Declaration of Dr. DeBenedetti under 37 CFR 1.132 filed 
8/28/08, which has also been fully considered. Accordingly, the previous rejections have 
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been withdrawn. However, upon further consideration, new grounds of 
rejection/objection are set forth for the reasons indicated herein. 

Allowable Subject Matter 

9. Claims 13 and 41 are allowed. 

Attempt to Resolve Pending Issues 
A telephone call was made to Applicants representative (Stephen Albainy-Jenei) 
on 1 1/21/08 to attempt to resolve the pending issues by Examiners Amendment; 
however, the Examiner was unsuccessful in making contact. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to J. E. Angell whose telephone number is 571-272-0756. 
The examiner can normally be reached on Monday-Thursday 8:00 a.m. -6:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Douglas Schultz can be reached on 571-272-0763. The fax phone 
number for the organization where this application or proceeding is assigned is 571-273- 
8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/J. E. Angell/ 

Primary Examiner, Art Unit 1635 



